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Art Unit: 1615 

DETAILED ACTION 
Summary 



Receipt of the Information Disclosure Statement(s) filed 02-24-2004, 03-31-2005 
is acknowledged. Claims 1-53 are pending in this action. Claims 1-53 are rejected. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-53 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-34 of 
copending Application No. 1 1/024329. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because application '329 claims a 
dosage form comprising topiramate, a surfactant, and hydrophilic polymers. The claims 
recite the same polymers and surfactants as the instant application, in the same range 
or percentages. The only difference between '329 and the instant application is that '329 



recites the limitation that the active ingredient is in granule form. However it would be 
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obvious to one of ordinary skill in the art to form granules for the dosage form of the 
instant application because granules are more easily able to be formed into compressed 
tablets or incorporated into capsule dosage forms. 

Claims 1-53 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable overclaims 1-21 of 
copending Application No. 1 1/024330. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the claims of application '330 
recite the same dosage form as the instant claims, the same surfactants and structural 
polymers, and the overlapping ratios or percentages of the ingredients as in the instant 
claims. The only difference is the claims of application '330 recite a pharmaceutical 
agent of low solubility, while the instant claims recite a particular low solubility drug, 
topiramate. It would be obvious to one of ordinary skill in the art to substitute topiramate 
into the composition because topiramate is a low solubility pharmaceutical agent. 

Claims 1-53 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-27, 32-39 of 
copending Application No. 1 1/024378. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because application '378 discloses a 
controlled release dosage form with the same composition and active ingredients as the 
instant claims. The only difference is that the amounts of active ingredient are presented 
as both milligram amounts and percentages of the total weight of the composition in the 
instant application, while it is only presented in percentages in '378. It would be obvious 
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to one of ordinary skill in the art to adapt the percentages into milligram amounts and 
vice versa, to arrive at the composition of the instantly claimed invention. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 28 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. It is unclear what solubilizing surfactants that Applicants wish 

to exclude from the composition, since polyvinylpyrrolidone is itself a solubilizing 

surfactant as Applicants themselves disclose on page 25 of the specification. It is 

suggested that Applicants amend limitation iii to say "no other solubilizing surfactant" in 

order to more clearly define Applicant's invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 2-5, 7, 8, 11, 12, 14, 15 are rejected under 35 U.S.C. 102(b) as being 
anticipated by WO 99/44581 . 

WO '581 discloses a pharmaceutical composition comprising topiramate and and 
polyvinyl pyrrolidone (page 17). The dosage form of the composition comprises a core 
of particles containing the active agent. The particles are coated with a composition with 
cellulose acetate and povidone (polyvinyl pyrrolidone) (pages 4-5). The composition 
comprises 18-21% topiramate, 8-11% povidone, 58-61% sugar spheres and a coating 
made of 6-9% cellulose acetate and 2-5% povidone (see page 5, lines 1-6). The 
particles of the core beads are 0.100 mm-2.5 mm. The lower limit of the core particle 
ranges is 100 microns (claim 5). The core particles contain the topiramate and 
povidone, therefore the topiramate and surfactant are micronized in the composition. 
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Table 2 on page 14 discloses compositions where the unit dosage is 50 mg and 25 mg 
of topiramate. The povidone is 25 mg, 12.5 or 7.5 mg. Povidone is both a solubilizing 
surfactant and a structural polymer. 

Claims 2, 6-9, 11,12, 14-21 rejected under 35 U.S.C. 102(e) as being anticipated 
by Louie-Helm et al. US 2003/0091630. 

Louie-Helm discloses a dosage form comprising topiramate, in the form of 
compressed tablets that contain an erodible, swellable matrix along with the active 
ingredient [0147]. The matrix particles contain 20 wt % Polyox N-60K and 58.07 wt % 
Polyox N-80, and 0.5% magnesium stearate [0148]. The swellable erodible matrix is an 
osmopolymer. Paragraph 0129 discloses binders used in tablet formulations such as 
polyvinyl pyrrolidone and hydroxypropylmethylcellulose (page 13). The composition 
comprises between 10-80% drug [0125]. Polyethylene oxide and polyethylene glycol 
are synonymous. The reference teaches a composition with two polyethylene oxide 
polymers of differing molecular weights, with the Polyox-80 having a molecular weight of 
200,000 as is claimed in claim 9. Thus Polyox-80 satisfies the structural polymer 
limitation. Polyethylene oxide is also a surfactant. Thus the teaching of the use of 
Polyox-80 satisfies the limitation of the solubilizing surfactant as well. The reference 
further teaches the use of another Polyox polymer of a different molecular weight that 
could also be a solubilizing surfactant. A preferred embodiment of the invention is for 
the dosage form to be administered once every 24 hours or more [0026]. 

Claims 2-5, 14-19, 22, 25, 26, 28, 29, rejected under 35 U.S.C. 102(e) as being 
anticipated by Almarsson et al. US 6699840 B2. 
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Almarsson discloses oral dosage forms of topiramate with excipients, such as 
polyvinyl pyrrolidone and hydroxypropyl methylcellulose (col. 18, lines 13-15, 47, 56- 
57). The reference also teaches using lubricants like polyethylene glycol (col. 19, line 
41). The reference teaches the amount of topiramate in the composition can range from 
10 mg-1000 mg (col. 17, lines 60-63). The reference further teaches topiramate in 
controlled release dosage forms and methods for treatment of seizures, epilepsy, 
tremors, and obesity among others (col. 1, lines 15-18). Such dosage forms are 
formulated using hydroxypropylmethyl cellulose, and osmotic systems, such as OROS® 
(Alza Corporation) (col. 21 , lines 25-35). The reference further discloses a specific 
dosage form of their invention to comprise "a wall defining cavity, the wall having an exit 
orifice formed or formable therein and at least a portion of the wall being 
semipermeable; an expandable layer located within the cavity remote from the exit 
orifice and in fluid communication with the semipermeable portion of the wall; a dry of 
substantially dry state drug layer located within the cavity adjacent the exit orifice and in 
direct or indirect contacting relationship with the expandable layer; and a flow promoting 
layer interposed between the inner surface of the wall and at least the external surface 
of the drug layer located with tin the cavity, wherein the drug layer comprises a salt of 
the topiramate" (col. 22, lines 29-44). Claim 25 recites a method for delivering high 
doses of topiramate by administering the composition for claim 22. Since the 
composition of claim 22 is anticipated by this reference, the method is also anticipated 
by this reference since the method step of administering the composition is a necessary 
step in the method of treating seizures, epilepsy, and tremors as is disclosed in the 
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reference. The limitation "for delivering high doses" is an intended use and does not 
hold patentable weight since the claim is dependent on a composition claim that does 
not recite any amounts of topiramate, high or low. The method of enhancing 
bioavailability by administering the topiramate composition of claim 22 would be an 
inherent property of the composition when it is administered to a patient in need thereof. 
In order to treat seizures, epilepsy or tremors the composition would need to be 
administered to a person suffering from said diseases. Thus upon administration for the 
treatment of these ailments the bioavailability would also be increased. 

Claim Rejections - 35 (JSC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 t 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-9, 11-21 rejected under 35 U.S.C. 103(a) as being unpatentable over 

Louie-Helm et al. US 2003/0091630. 
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Louie-Helm discloses a dosage form comprising topiramate, in the form of 
compressed tablets that contain an erodible, swellable matrix along with the active 
ingredient [0147]. The matrix particles contain 20 wt % Polyox N-60K and 58.07 wt % 
Polyox N-80, and 0.5% magnesium stearate [0148]. The swellable erodible matrix is an 
osmopolymer. Paragraph 0129 discloses binders used in tablet formulations such as 
polyvinyl pyrrolidone and hydroxypropylmethylcellulose (page 13). The composition 
comprises between 10-80% drug [0125]. Polyethylene oxide and polyethylene glycol 
are synonymous. The reference teaches a composition with two polyethylene oxide 
polymers of differing molecular weights, with the Polyox-80 having a molecular weight of 
200,000 as is claimed in claim 9. Thus Polyox-80 satisfies the structural polymer 
limitation. Polyethylene oxide is also a surfactant. Thus the teaching of the use of 
Polyox-80 satisfies the limitation of the solubilizing surfactant as well. The reference 
further teaches the use of another Polyox polymer of a different molecular weight that 
could also be a solubilizing surfactant. A preferred embodiment of the invention is for 
the dosage form to be administered once every 24 hours or more [0026]. 

Although the reference does not disclose the specific amounts as claimed by 
applicant in the specific ratios as claimed, one of ordinary skill in the art would be able 
to determine through routine experimentation the exact percentages and ratios of each 
ingredient to use in the composition. 

Claims 1-21 rejected under 35 U.S.C. 103(a) as being unpatentable over Louie- 
Helm et al. US 2003/0091630 in view of Berner et al. US 6488962. 

Louie-Helm et al. has been discussed above. 
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The reference does not teach the use of the specific solubilizing surfactants as 
claimed by applicant. 

Berner et al. discloses that it is well known in the art to use compositions such as 
poloxamers in controlled release compositions (col. 5, lines 5-10). 

It would have been obvious to one of ordinary skill in the art that there are a 
variety of other compositions that are suitable for use as a solubilizing surfactant, and 
one of ordinary skill in the art would have been motivated to use poloxamers as the 
solubilizing surfactant because of its dual utility as both a solubilizing surfactant and as 
a structural polymer. The addition of a second compound that not only solubilizes the 
poorly water soluble active agent, but also adds structure to the composition would be 
beneficial maintaining the structural integrity of the composition and in controlling the 
release of the active agent over a prolonged period of time. 

Claims 1-9, 1 1-53, rejected under 35 U.S.C. 103(a) as being unpatentable over 
Almarsson et al. US 6699840 B2. 

Almarsson discloses oral dosage forms of topiramate with excipients, such as 
polyvinyl pyrrolidone and hydroxypropyl methylcellulose (col. 18, lines 13-15, 47, 56- 
57). The reference also teaches using lubricants like polyethylene glycol (col. 19, line 
41). The reference further teaches topiramate in controlled release dosage forms and 
methods for treatment of seizures, epilepsy, tremors, and obesity among others (col. 1 , 
lines 15-18). Such dosage forms are formulated using hydroxypropylmethyl cellulose, 
and osmotic systems, such as OROS® (Alza Corporation) (col. 21, lines 25-35). The 
reference teaches the amount of topiramate in the composition can range from 10 mg- 
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1000 mg (col. 17, lines 60-63). The reference further discloses a specific dosage form of 
their invention to comprise "a wall defining cavity, the wall having an exit orifice formed 
or formable therein and at least a portion of the wall being semipermeable; an 
expandable layer located within the cavity remote from the exit orifice and in fluid 
communication with the semipermeable portion of the wall; a dry of substantially dry 
state drug layer located within the cavity adjacent the exit orifice and in direct or indirect 
contacting relationship with the expandable layer; and a flow promoting layer interposed 
between the inner surface of the wall and at least the external surface of the drug layer 
located with tin the cavity, wherein the drug layer comprises a salt of the topiramate" 
(col. 22, lines 29-44). Claim 25 recites a method for delivering high doses of topiramate 
by administering the composition for claim 22. Since the composition of claim 22 is 
anticipated by this reference, the method is also anticipated by this reference since the 
method step of administering the composition is a necessary step in the method of 
treating seizures, epilepsy, and tremors as is disclosed in the reference. The limitation 
"for delivering high doses" is an intended use and does not hold patentable weight since 
the claim is dependent on a composition claim that does not recite any amounts of 
topiramate, high or low. The method of enhancing bioavailability by administering the 
topiramate composition of claim 22 would be an inherent property of the composition 
when it is administered to a patient in need thereof. In order to treat seizures, epilepsy 
or tremors the composition would need to be administered to a person suffering from 
said diseases. Thus upon administration for the treatment of these ailments the 
bioavailability would also be increased. 
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Although the reference does not specifically disclose the particular percentages 
of each ingredient in the composition, one of ordinary skill in the art would be able to 
determine through routine experimentation the amounts of each ingredient to add in the 
composition. One of ordinary skill in the art would have been motivated to increase the 
amount of the active agent in the composition because the composition is intended for 
one-a-day controlled release of the active agent. Therefore it would have been obvious 
to one of ordinary skill that the amount of the active agent in such a composition would 
need to be greater than the amount in a dosage form that is intended for multiple 
administrations within a 24 hour period. Once the amount of the active ingredient is 
determined based on the amount necessary to treat the medical condition being treated, 
and based on the average patients gender, age, and weight, then the amount of the 
structural polymer and the solubilizing surfactant can be adjusted to optimize the 
formulation. The release rate is another property that can be modified based on the 
amount of the structural polymer and the solubilizing agents added. Thus any release 
profile desired can be achieved via routine experimentation to select the optimum levels 
of each ingredient. The generic invention is embodied and described by Almarrason. 

Claims 1, 31, 38 are rejected under 35 U.S.C. 103(a) as being unpatentable 
Bhattetal. US 6368626. 

Bhatt teaches the same surfactants and structural polymers as claimed by 
Applicant (col 12, lines 46-67, col. 13, lines 1-15). The reference also discloses a push 
layer comprising osmopolymers (col. 14, lines 5-25). The reference teaches a drug 
loading between 20-90% by weight (col. 6, line 57). The reference discloses the use of 
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a structural polymer between 1-90% of the composition, specifically 20.3% Polyox N-80 
(see example 1 , line 26). The drug layer of the prior art is the center of core of the 
dosage form, see Figure 1 A. Example 3 discloses 20.24% Polyox-80, 3% polyoxyl 40 
stearate, 2% PVP, and 63.67% polyethylene oxide in the push layer (col. 22, lines 25- 
35). The reference teaches a core comprising a drug composition and a push layer 
comprising an osmopolymer. The dosage from also possesses a semipermeable wall 
and an exit orifice. The comprising language of the instant claims does not exclude the 
flow promoting interior wall also present in the dosage form of the prior-art. The 
reference discloses in Example I the composition contains approx. 30% surfactant and 
69% the active agent. This is a ratio of approx. 1 :2. One of ordinary skill in the art would 
be able to determine through routine experimentation the reasonable amount of 
surfactant to add to maintain the desired ratio and achieve the desired release profile. 

Claims 1-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Almarsson et al US 6699840 in view of Bhatt et al. US 6368626. 

Almarsson discloses oral dosage forms of topiramate with excipients, such as 
polyvinyl pyrrolidone and hydroxypropyl methylcellulose (col. 18, lines 13-15, 47, 56- 
57). The reference also teaches using lubricants like polyethylene glycol (col. 19, line 
41). The reference further teaches topiramate in controlled release dosage forms. Such 
dosage forms are formulated using hydroxypropylmethyl cellulose, and osmotic 
systems, such as OROS® (Alza Corporation) (col. 21, lines 25-35). The reference 
teaches the amount of topiramate in the composition can range from 10 mg-1000 mg 
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(col. 17, lines 60-63). The reference further discloses a specific dosage form of their 
invention to comprise "a wall defining cavity, the wall having an exit orifice formed or 
formable therein and at least a portion of the wall being semipermeable; an expandable 
layer located within the cavity remote from the exit orifice and in fluid communication 
with the semipermeable portion of the wall; a dry of substantially dry state drug layer 
located within the cavity adjacent the exit orifice and in direct or indirect contacting 
relationship with the expandable layer; and a flow promoting layer interposed between 
the inner surface of the wall and at least the external surface of the drug layer located 
with tin the cavity, wherein the drug layer comprises a salt of the topiramate" (col. 22, 
lines 29-44). The reference also incorporates by reference US 6368626 (Bhatt), which 
teaches the specific dosage form, which Almarsson suggested to be adapted for use 
with topiramate. 

Bhatt teaches the same surfactants and structural polymers as claimed by 
Applicant (col 12, lines 46-67, col. 13, lines 1-15). The reference also discloses a push 
layer comprising osmopolymers (col. 14, lines 5-25). The reference teaches a drug 
loading between 20-90% by weight (col. 6, line 57). The reference discloses the use of 
a structural polymer between 1-90% of the composition, specifically 20.3% Polyox N-80 
(see example 1 , line 26). The drug layer of the prior art is the center of core of the 
dosage form, see Figure 1 A. Example 3 discloses 20.24% Polyox-80, 3% polyoxyl 40 
stearate, 2% PVP, and 63.67% polyethylene oxide in the push layer (col. 22, lines 25- 
35). The reference teaches a core comprising a drug composition and a push layer 
comprising an osmopolymer. The dosage from also possesses a semipermeable wall 
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and an exit orifice. The comprising language of the instant claims does not exclude the 
flow promoting interior wall also present in the dosage form of the prior art. The 
reference discloses in Example I the composition contains approx. 30% surfactant and 
69% the active agent. This is a ratio of approx. 1 :2. One of ordinary skill in the art would 
be able to determine through routine experimentation the reasonable amount of 
surfactant to add to maintain the desired ratio and achieve the desired release profile. 

It would be obvious to one of ordinary skill to use the dosage form disclosed by 
Bhatt to make a controlled release osmotic dosage form of topiramate because 
Almarsson suggests and teaches to do so. One of ordinary skill in the art would expect 
that the controlled released topiramate dosage form to have a reasonable level of 
success because Bhatt discloses that it is suitable for a wide array of active ingredients. 
One of ordinary skill in the art would be motivated to make the composition because 
Almarsson teaches that topiramate is useful for treating epilepsy, seizures and tremors. 

Claims 1-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Faour et al. US 6491949 in view of Almarsson et al. US 6699840. 

Faour discloses an osmotic delivery device that comprises a core, the core 
comprises a first drug and a second drug. The first and second drug are enclosed in a 
semipermeable membrane (col. 1, lines 40-53). The first and second active ingredients 
are the same (col. 1, line 57). The first and second active agent containing devices have 
different rates of release (col. 1, lines 58-63). Differences in the rates of release of the 
same active ingredient is achieved via the type and amount of semipermeable 
membrane material used as well as the type and amount of other excipients, such as 
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structural polymers and osmoagents (col. 5, lines 18-33). The reference further 
discloses the use of an osmopolymer in the core of the first osmotic device and the 
coating of the second osmotic device (col. 5, lines 30-33). The reference discloses 
types of osmopolymers or swellable hydrophilic polymers (col. 6, lines 61-67 and col. 7, 
lines 1-22). The reference teaches discloses the delivery device comprises an exit 
means or passageway (col. 4, line 8). The reference discloses the use of surfactants 
such as poloxamers, polyvinyl pyrrolidone, etc (col. 11, lines 10-20). The reference 
discloses a composition that will provide a "substantially ascending" rate or release and 
drug plasma concentration because the reference teaches the device will deliver up to 
100% of the drug over a period of 18-24 hours. As the semipermeable membrane 
breaks down and the drug is released the rate of release will increase and as the 
amount of drug released increases so will the drug plasma concentration. 

Figure I discloses the composition in which the first drug layer surrounded by the 
semipermeable coating is contained with in the second drug layer surrounded by a 
second semipermeable coating, and a exit orifice is present. Instant claims do not 
specify how the first and second drug compositions are in communication in the core of 
the delivery device. The reference discloses that this type of delivery device is suitable 
for use with a wide variety of drugs, of those drugs, neuroleptics are listed. Topiramate 
is a neuroleptic drug. 

One of ordinary skill would be able to determine through routine experimentation 
the desired percentages of first and second drug and desired ratio of surfactant to drug 
in the composition. 



Application/Control Number: 10/628,970 Page 17 

Art Unit: 1615 

Faour teaches the structural limitations of the dosage form with the exception of 
the particular active ingredient. 

Almarsson teaches the use of topiramate in an osmotic delivery device. (See 
rejection above for full discussion of Almarsson). 

It would have been obvious to one of ordinary skill in the art to make an osmotic 
delivery device offering controlled release of an active substance such as topiramate, 
with a core that contains a first and second drug composition comprising the same 
active substance with different release profiles because Faour teaching this technology 
and Almarsson suggests making controlled release dosage forms comprising 
topiramate and further suggests using osmotic delivery devices. One of ordinary skill in 
the art would have been motivated to use topiramate in the dosage form because 
topiramate is a neuroleptic drug, and Faour teaches that neuroleptic drugs are suitable 
to be used in this dosage form. One of ordinary skill in the art would further be 
motivated to make an osmotic delivery device comprising topiramate because 
topiramate treats neuroleptic diseases and such a dosage form offering prolonged and 
controlled release of the active substance would be favorable to a patient population 
suffering from a neuroleptic disease. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pili A. Hawes whose telephone number is 571-272- 
8512. The examiner can normally be reached on 8-4:30 M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on 571-272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

P.A. Hawes 
Examiner-1615 




